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May 17, 1‘)90

Ms. Jane A. Axelrad
Associate Director for Policy
Cenler for Drug Evaluation and Reswch
Food and Drug Administration
Rockville MI’), 20857

>“Dear Ms r d

Attached arc the community’s comments on the ANDA template for FDG. As
you can see, our comments are minor and reflect overall support for this
approach Your group has done a tremendous job in organizing MCinformation
in a very logical format.

Wc look forward to continued success as we broach the remaining regulatory
issues.

RcspcctfiJlly,

~&Je fe. . Keppler
xecutive Director, TCP
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Ilcp Recommendations for the ANDA Template

Section l,page2: Change "~m~nent" to" Drug Producr and'' active ingtiien~lo ''Drug Substanm"

Section 2, Pati A"Cntical Components'' should kidentified and defined Werecommend thatlheybe O-18and
mannose Mate

SacUon2, Part A#4, page2: lnthebMe, change "infra-red' to" Spdroscopy (UV-VIS,lR, NMR~and"TL0to
“Chromatography (TLC, HPLC, GC~

Section 2, Part B, Section 11,page 4: The informationin lhe table should be provided regardless if it is an internal
source or externalsource of F-18 production.

Section 2D (page 5) and 5A (page 7): Combine them into a single table

Section 5, page 7 and 8: Star! OU1this sechon wilh Parl B–makes more sense logistically.

Section 5, Part B, page 7. Clarify that this only needs to be filled out if cyclotron is in-house

Section 5, peti B, subpart iii, page 8, refers to “foils” -this is confusing because some people think of foils as the part

that strip electruns in negatiie ion cyclotrons. Replace with “[argetwindows”.

Section 5, part B, subpart iii, page 9-remove referem% to replacement of foils: it is not based on cycles

Section 5, pad C, subpart iii, page 9- clarify the bullit ‘control of the amount of reactants, reagents, ,“ There seems to

be no answer required

Section ~ patt B, page 11 -change acceptance criteria to’ the raiionuclide’s gamma spectrum contains photopeaks at
051 ! MeV and possibly at 1022 MeV- (add possibly)

SectIon 8 part B, page 12SectIon on “Residual Solvents”: recommend that Ibis parameter be validated then
cmfinned every 10th batch.

SectIon 6 part B, page 12, Section on Starility Testing: Recommend that this be done on an agreed upon schedule
with FDA, not immediately after preparation

Section 10, page 13 part on Mlcroblologlcal Validation, should contain reference to how many bafches, etc would be

required for microbiological validation

Section 8, part B page 12: Delete reference to pH as the USP does not specify pH limits

Section 8, part B page 12: Refer 10 manufacturers specifications for limitation on membrane filler bubble point test

Section 8, part B page 12: Sterility testing - should enable the starting s!erility tests the day after production due to
radiation safety considerations


